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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
November 13, 2008 has been entered. 

Response to Arguments 

Applicant's arguments filed November 13, 2008 have been fully considered but 
they are not persuasive. The Applicant argues that Whitehurst fails to discloses 
switching feature. However, as previously stated, Whitehurst does in fact automatically 
switch between modes, specifically open and closed loop mode. Additionally the 
Applicant argues that Whitehurst does not disclose a second treatment therapy mode 
that responds to the data transported over a communications channel. However, when 
the external component modifies the function of the SCU, the external component is 
"coupled" to the SCU via telemetry or the first communications channel. Therefore the 
claims remain rejected in view of Whitehurst (US Patent Publications 20020013612 A1). 

Claim Rejections - 35 USC § 102/103 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 



The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1. Claims 1-19, 21-29, 32 and 35-39 are rejected under 35 U.S.C. 102(e) as 
anticipated by or, in the alternative, under 35 U.S.C. 103(a) as obvious over Whitehurst 
(US Patent Publications 20020013612 A1). Whitehurst discloses a system and method 
for treating mood or anxiety disorders, which is a nervous system disorder, by 
stimulating the brain utilizing an implantable system control unit (SCU), electrodes and a 
pulse generator for treatment. 

As to claims 1,4, 11, 13-14, 19 and 39, the system is capable of open- and 
closed-loop operation. Open loop operation does not require feedback, while closed 
loop operation does utilize feedback. Feedback, in order to modify the monitoring and 
programming capabilities of the SCU, can be provided by a sensor, patient or clinician. 
In the event that the feedback is transmitted to a SCU by a patient or clinician through 
an external component, hand help patient programmer (HHP) 190 or clinician through a 



clinician programming system (CPS) 192, the external component is modifying the 
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treatment mode and thus creating a closed loop operation. This closed loop treatment 
operation is considered to be the second treatment mode. When the external 
component modifies the function of the SCU, the external component is "coupled" to the 
SCU via telemetry or the first communications channel. In the event that the external 
component is not sending telemetric signals, the external component is not actively 
"coupled" to the SCU, and is thus functioning in the open loop operation, which is 
considered to be the first treatment mode. 

Furthermore, as to claims 1 , 4, 1 1 , 13-14, 19, 21-22, 28, 35-36 and 38-39, 
Whitehurst discloses on page 7, paragraph 84, "when it is required to communicate with 
SCU 130, patient 200 is positioned on or near external appliance 220, which appliance 
contains one or more inductive coils 222 or other means of communication (e.g., RF 
transmitter and receiver)". Therefore, the SCU is selectively "coupled" in a closed-loop 
operation or uncoupled away from the external components in an open-loop operation. 

Still further, Whitehurst discloses on page 8, paragraph 92, "external electronic 
appliance 230 may include an automatic algorithm that adjusts electrical and/or drug 
stimulation parameters automatically whenever the SCU(s) 130 is/are recharged". 
Therefore, Whitehurst discloses the automatic switching between open and closed loop 
function with the SCU(s). 

Additionally, Whitehurst discloses on page 8, paragraph 90, "it may alternatively 
or additionally be desirable to use a separate or specialized implantable device to 
record and telemeter physiological conditions/responses in order to adjust electrical 
stimulation and/or drug infusion parameters. This information may be transmitted to an 



Application/Control Number: 10/687,289 Page 5 

Art Unit: 3762 

external device, such as external appliance 220, or may be transmitted directly to 
implanted SCU(s) 130". Therefore, since there are two modes of operation, closed loop 
and open loop, there would necessarily be an automatic mode of switching between 
them. 

In the alternative, although the examiner considers Whitehurst to disclose a 
switching mode above, it would have been obvious to one having ordinary skill in the art 
at the time the invention was made to incorporate an automatic mode of switching 
between open and closed loop operations in order to enable switching between 
physician programming and self-reliant operation in order provide the predictable results 
of modifying the therapy treatment to meet specific patient needs and employ power 
conservation for the system. 

As to claims 2-3 and 5, the programmers the examiner considers the MDS 194 to 
be the programmer that is in direct communication with the SCU(s) and the CPS to be a 
programmer in indirect communication with the SCU(s) as discloses on page 7, 
paragraph 82. Additionally the HHP 190 functions as a relay module. Additionally, the 
third treatment mode is the administering of drug stimulation. 

As to claims 6, Whitehurst discloses on page 8, paragraph 90, "it may 
alternatively or additionally be desirable to use a separate or specialized implantable 
device to record and telemeter physiological conditions/responses". Thus Whitehurst 
inherently contains a memory configured to store data. 

As to claims 24-25, as seen in figure 6, the system is a hyprid system with 
implanted system components and external system components. 
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As to claims 7 and 26-27, the sensing function or device for the sensing 
symptoms or other prognostic or diagnostic indicators of mood and/or anxiety disorders 
is the triggering device that affects at least one of the treatment therapy modes. 

As to claims 8, the second communications channel is 246 as displayed in figure 
7 between the first external appliance 230 and the other computing means 248. 

As to claims 9-10, 12, 23 and 32, the examiner considers the additional module 
or external component to be the clinician programming device CPS 192, which is 
capable of communicating with the SCU via the HHP 190. The CPS 192 can also 
support an additional treatment therapy, such as the administration of drug stimulation. 

As to claims 15-16 and 37, the first treatment therapy mode is an open-loop 
mode, which is equivalent to basic loop recording, and the second treatment therapy 
mode is a closed-loop mode, which is equivalent to enhanced loop recording. 

As to claim 17-18, Whitehurst discloses a system and method for treating mood 
or anxiety disorders, which is a nervous system disorder, by utilizing an implantable 
system control unit (SCU), electrodes and a pulse generator for treatment. 
2. Claims 30-31 and 33 are rejected under 35 U.S.C. 102(e) as anticipated by or, in 
the alternative, under 35 U.S.C. 103(a) as obvious over Whitehurst (US Patent 
Publications 20020013612 A1). Whitehurst discloses on page 9, paragraph 106, "the 
electrical and/or drug stimulation parameters are adjusted in a closed-loop manner to 
provide stimulation tailored to the need for and/or response to the electrical and/or drug 
stimulation". Since the second treatment mode corresponded to the closed loop 
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treatment, Whitehurst necessarily provides incremental treatment for the second 
treatment mode in order to adjust and tailor the SCUs functions. 

In the alternative, although the examiner considers Whitehurst to disclose 
incremental treatment therapy for the second treatment mode, it would have been 
obvious to one having ordinary skill in the art at the time the invention was made to 
incrementally adjust the parameters of the SCUs in order to provide the predictable 
results of refining treatment and not expose the patient to drastic variations or 
differences in the treatment parameters. 

3. Claim 34 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Whitehurst (US Patent Publications 20020013612 A1). Whitehurst discloses the claimed 
invention except for the alarm. It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to have modified the second treatment 
therapy mode to include an alarm since it is known in the art to notify patients with an 
alarm system of impending stimulation or treatment. Furthermore, such an alarm or 
notification system would provide the predictable results of notifying the patient of 
detected precursors to a medical condition, such as seizure or cardiac condition, and 
imminent treatment. 

4. Claim 20 stands rejected under 35 U.S.C. 103(a) as being unpatentable over 
Whitehurst (US Patent Publications 20020013612 A1 ) in view of Haller et al. (US Patent 
Publication 20020013613 A1) for reasons previously made of record. Whitehurst 
discloses the claimed invention except for the sensing of the patient location. Haller et 
al. teaches that it is known to use a GPS system to identify the location of the patient, 
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for the purpose of monitoring the patient. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to have modified the therapy 
system as taught by Whitehurst with the GPS system as taught by Haller et al., in order 
to monitor and provide assistance to the patient in the event the patient is incapacitated 
and cannot request help. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alyssa M. Alter whose telephone number is (571)272- 
4939. The examiner can normally be reached on M-F 8am to 4pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571) 272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/George R Evanisko/ 

Primary Examiner, Art Unit 3762 



/Alyssa M Alter/ 
Examiner 
Art Unit 3762 



